CEPTUOHUKAT COOTBETCTBHA

A IPOAYKIHIO, BKAIOUEHHYIO B CAHHDLIl IIePeuers NPOAYKIUH,
noAseRaEest ofasarearnoi ceprudukanm :

Nu POCC RU.OMO08.AD5240
Cpox aehicrsus ¢ 12.10.2018

& OPTAH 110 CEPTHOHKAIIMH Ne 0061403

RARU 1 @MOS OPIAH 110 CEPTHOHKALMA ITPOIYKUHI OBULECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYKHOH UEHTP KOHTPOIN KAYECTBA", adpec opeamuzayuu: | 13280, o. Mocksa, 1.
Macmeprosa, 3. 4, »m. 5, nost. |, ke 1 aopec opeana 1o cepmuchuxayun: 113280, POCCHA, sepod Mockea, ¥,
Macmeproea, 0. 4, om, 5., mex.: (495)788-02-88, akc: (495)675-47-89 o

3ASIBHTEAD
AQ "OPTAT",
HHH 4428000115, Adpec : 157092, Koempomckan odnacme, Cycanwnckuit p-u, ¢. Cegeproe, ip. Xapumonoso. Tesedhon:8

(4942 630-805.

M3roTOBHTEAD ;
Pow Juaencemuke IoX, Roche Diagnostics GmbH, Sandiofer Strasse 116, 68305 Mannheim, Germany, Tepwanus [

ynaresano AO MOPTAT HIHM 4428000115, 157092, Kocmposerast o6n., Cycasumesuil paiton, ¢. Cegeproe, Mip.
Xapumonogo, Poccun :

: xos OK
ITPOAYKIIH & OK 034-2014 (KINEC
Aexapemeennoe cpeocmeo: Mupyepa®, pacmsop O GHYNPREEHNOLT 1 HOOKOIMCHOSO saedenun 2008) (OKTII2):

100 a0, 3 aa, wenpuy-motury (1) 8 Koytuekme © uzaami ozs unveryull (1), ynaxooku 212021 :

sueiikossie Koumypiete (1), naski Kapmonnise,
PV Nb JICP-002182/08 om 28.03.2008 (dama savenw 25.05.2018) audao & Xoghman-Jin Powt KOA THBIA

mo,
cepus HOS92/0172, napmun 5839 yaaxosox, cvoeit 00 01.12.2020

- COOTBETCTBYET TPEBOBAHMAM HOPMATHBHbIX AOKYMEHTOB
JICP-002182/08-171016 uzm. M /-2
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| CEPTH®HKAT BHIAAH HA OCHOBAHWH ;
npomoRoIst wcnstmanule: Ne 679 ot 05,10 2018 /T omadenc sRCHepIuis, ROWIPOTIS Y Wiy ue s Kasecmad,

Sippermusnoemu, Geionacuocny cpedcme mpancy oo U WHBYIROHKOT mepanuy PIEY "HMHIL cevamonveu”
| Mumsopasa Poccus, anmmecman arepedumalii POCC RU.GOOT. 21124, X 2112 6 om 03.10.2018, Mo 2430 6 om
0102018 M1 OO0 B "OAPMOEOPOHA", ammecman argpedrumayu POCC RUG001. 214140
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AOQ «OPTAT»
OTaen KONTPOIA KAHECTRA

®02CON-KO-07000-39-06

JIHUCHINA HA OCYUICCTRACHMC NPOHIBOCTEA NEKAPCTBCHMLX cpeacTs Ne G0058-J1C ov 16.12.2015
157092, Koctpomckas oGn., Cycaunncknft pafion, . Ceseproe, mep-# Xapurosono, Ten{4942} 650-806

[Macnopr Nt 4 o7 10.09.2018

Mupue;rm® PACTBOP /LTS BHYTPHBCHHOTO i noakoxkuore asegenun 100 mxr/0,3 ma wnpun-riobnk

Vnaxkosaso: AQ «OPTAT», Poccus

Kosuuecreo ynakosox: 5 839

Homep cepuit: H0592/01/2
Jara npowssoncrsa; 12.2017

pouzseneno: Pouwr Anarnocruxe Fm6X, epuanng
HJCP-002182/08-171016, nam, Nel-2
Py JICP-002182/08 or 28.01.2008 (na7a 3amens: 25.05.2018)

Hara ynakosku: 06.09.2018
Toaen go: 12,2020
Cepus npowasoaurens: H0592/01

Haumenonssnne nokataveneh
wavecrea no M

Tpebopanun & kavectsy no HI

Peayantarer anaimis

Onvcanne

Honnunnotn:
Qbpawenno-gusonan BIAX

Baextpodopes

B NOARAXPHAGMILIIIONM FCAC

IipeapaunacTs

Haernocrs

pH

Mexannueckne BKANOYENNR
Biasmule MEXBHIHMCCKHE
BEJBOMEHIUS

Hiaaewaembill obbem
OeMmoanaunocts

Yucrore
1. Obpmeano-gusonan BIWX

2. Okernoamonnas BIKDIX

3. Dnexrpotope
B BOHHAKPHIGMILIHOM FEac B
BOCCTANABANBIIOUIIX YCAORMREX

Crepuasnocts
BakTepratbibie AOTOKCHIL
Beaox

L-stermonnn
Crieunhuuecsan Guonoruseckan
HKTHEHOCTH
¥naxkopxa

Hpospasnas SCCUBCTHAN WIH CACTKR MCTTOBITONO BT
WHAKOCTh

Bpess yacpwusaing OCHOBHOTO THKE H3 XPOMETOIPIMME
HCHILITYEMOre PACTROPA NOTKU0 CODTBCTCTRORATL BOCMOHH
YACPRHBINUE  OCHOBHOIO  HHKE  Hd XPOMETOIPAMME
craaaprioro pacraopa NI-2M10

Hoaanunocrs cuuricres nonoxuteasioll, ccan ocnosnas
RONOCA HA YCKTPOGOPEIPAMME HCNKTYCMOID  PacTEORI
CONOCTRRMMA 1O MHTEHCHBIOCTH W NOUBHKHOCTH €
ocHORIOR Nonocoll ta dnektpodoperpasme CTRNAPTHOTG
pacrsope (13210

Mpenapar nonsed GuTh DPOIPAYHKM RO CPABHCHD €
pogol HAM CTCHCHE CFO  ONAMCCUCHIUMHE B JOAWH
HPCBRIDATh JTRACK Cpasheii [

Mpenapar sonwed Gumh GCCUBCTHBIM 10 CPIRHCHHIO C
BOZOH  WAM HHTCHCHBHOCTE CID  DKDACKH HC  BONKHD
NPERWIIIATS ITRACH cpannciug Yy,

Or 6,0 10 6,4

lpenapar somsen cooraereraosath Tpebosanmsm [@ X
s Ed

Cpenbee YHCNO “MBCTHM PRIMCPOM
SO0 mnpru-TIoGHK:

Cpeance ¥McaD 4acTHI PEIMCpOM
600/ mnpHIETIOHHK

“10 mrsm ne Gonce

25 mEm ue Gonee

He menee YREIANHOTD NE JTHRCTKC.

Or 270 no 330 smOesmomn/sr

Mux [DF-300 e XpoMatorpaMMe  HETLITYEMOIO
pacTaopa gomkcH Gtk te meuce 950 % ofutch naowany
BCEX NHKOR
Faowmans  aex OO0 na xposmarorpamae
HCIBITYEMOTG pacTsopa aoaans Gurme ne wenee 94.0 % or
obwicH tADWMAIE NUKoB
Ocnosnas moRoca Ha IRCKTPOGOPCIPAMME  HCHITYEMOD
pacTaops Joaana ObTe CONDCTARNMA 1O HHTCHCHBHOCTH H
RONRHKHGCTH c oCnonol noIocoH 1Ha
anckTpodoperpasse cranzapriore pactsopa I120-2110.
He pomanb 3abmogarecn HORWE JUIMHMBRE HOA0CH il
IREKTPOGOPCT PAMME HCHRITYEMOTO pacTrOpR,
pacnonomente opke ocnosnol nonocw T1D-DN0 no
cpasttcnio ¢ aackTpoloporpasmoll  cTanaapTHore
pacysopa [1D1-D110.

TIpenapar roake GuITh CTOPHARHBLIM

He Gonee 0,1 EDoasr D200

Or 90 ao 110 ®s o7 komtuccrsa Beaka, 38RRCHIOMO 1A
ITHKCTKE

Or 1,4 a0 1.6 saoa npenapara
7,0-14,0 X107 EMUmr 1173110

Mo 100 M3 Mo v umpui-no0HkaN, XKOPIVE KOTOPX
WIreTeRACH W3 cTekaa {rrapoauTiteckuil x1ace 1 no Ed),
HOpWeiL - ¥3 pAsCTMICCH, ¢ npolxoil 3 GyTuakayayr,
naspnposaioro  dmopnoguseposm. liser  nopunis

Mipospanas GCouBeTHRg ®ILIKOCTh,

Nonowsrrenwnoe

TMosowwreanie

Npospasinilt pacteop

becusersmi

6.2
IpakTiyccky caof0RHD OT MaCTIY
Gl/mupuy

1funpuu

CooracterayeT

296 MOcsMEr

943 %

9497 %

Cootseroysyer

Cooruercrayer
Menee 0,05 EDwkr
09 P 0T JARBALUNIOIT HE JTHKCTKC

1.5 s
10, 10% 10 Eliwr

Ho 100 ser0.3 sa v moepuu-riobukn, kopoye
KOTODRIX MITOTORICH W3 CTekna (FHapoanrHscekiud
knnce | no Ed), popwicHh o w3 AhaCTMICCM, €
npolikol w3 Cyinnkay YKL aaMiUHPORBIIOTE




Heumestopatime noxaiaveseh
kmwecrea no HA

Mapxuposra

Tpebusanun & wavecrsy no HJ

Peayanrare anaiuia

COOTHRETCTBYET II;;:!‘)'. EQTODAM  BRUACACHD AQIHpOBKA
npenapaty i wHkeTke wnpsi-tobitka 1 na o . Ha
KPYTAoH  PYKORTHE HOPHER HMECTCR HOFOTHN Wl
apyref CTOPMB Hinpr- o0 VEVIIOPe b
IEKOHCHHBKOM W3 GYTHAKSYMYKR,  JEMUIHPOBIHROTO
ProproaHMepost.

I minpree-Tio0kE novetiwor 8 opopidunil Jaunriish
nracTMaccosutl koureliep ¢ npywitoR.

I crepunpiyio oy Ans  wusekusl goMcuteor B
FEPMCTHYUNG YRVOOpennil naactmeccosull kouTeluep ¢
KOUTPOAEM NEPHOIO BOKPLITHA.

I wowrypuyio sueliconyrd  ynakosxy, cofepwumyio |
wopsa-niobuk 1 | xowreluep co crepianiol wriokt o
wirbekumbl  BMecTe © uncrpykmmell no  MEmMLMHCKOMY
UPHMCHCHMI)  NOMEULUOT B [AMKY W) KAPToua e
novpeburesucrolt Tupw noarpyrn Xpos-apiau no 'OCT
7933-89 HiH SHLKOIIHHONO HMDOPTHOTO,

C uenwio  KONTPOSA  NICPBOTO  BCKDLITHA 10 DNSUKY
HUKACHBAIOT COMOKICRWHECS CTHRCDM ¢ JoroThiuon AO
«OPTAT»

[pynnosas ynaxkosks 4 TPAHCIROPTILR TAPA B COOTRETCTBHR
¢ FOCT 17768-90.

Ho  ormukerke  wnpnu-nolHea B3 PYCCKOM  SILIKe
YRUILBMOT:  TOPrasoe  namMcuosmime  npenmpara”,
HAHMEHOBUIHE aecTRYIOWEND RELICCTRS

(MeToRcHAOMMITHICHIANKOML-20 I Beta),  A03MpoBKY
REUADATA B WAPHU-TIO0IKE (MKT7AUL), TOPOTHN KOMOZIIK
. HexapcTseinivio  iopMy, HOMED CCPHMM, J8TY
OROMYBITHR CPOKE MOMNOCTH {104eH L0... ).
JlonycKacTer YRRIAUME [IPONIBOANTEACM MIPCHOpaTd NaTe!
NPOHIBOACTEL.
Ho xopronmol nadke o@ pyCOKOM KIWIKE  YROILIBAOT:
TOProROC  nMMMENnORNGE  Hpenupara”,  nasMMeioBLKe
ACHCTBYIOMICTO  BOWECTBE  {METOKCRIOAHITHACHTARKO Bhe
anorri Geta), ACINPOBEY NPENOpATa B IHODHITIOOHKC
{nki/ma), aexapersennyio gopmy, cnocod ssegennn (/s
BHYTPHBCHHOIO 3 BOZKOKHOIO BBCACHHAY), HOMMEHDBAIHE
W cogcpwanke Jeficisyioumere semectsa B 1 mnpuu-
TIOBHKE W HepeueHh BCNOMOTRTESNLHLIX  BEUIECTR,
sxoasuiMy B cocran npenaparn, «Crepunuioy, szisanme
GHpMEL,  SRISIOWEHCH  BARACHLUEM  perHCTpatioNone
yaoctoncpernn,  crpawy  (© Xoddmann-1s  Pom
Jhra Misehuopus), ¥ sassanne  QUPML-IPOMIBOLTTERS
fekapersennoll Gopad, crpany (Pot argocrike FuGX,
FepManmy), A0roTHI KOMDBHHK . KONMMUCTBO
WHpH-TIOOHKOE M 1IN B YIQKOBRE, FCROBHN XPOHCHHE,
UPCAYBPCANTEABHBIC  H  BHGODMOLKONHLIC  BRAHCH
(«Crniocofl npusMenieniss, 030 1 MEPLE NREAOCTOPOKHOCTH
- CMOTPH MHCTPYKUHIO (0 HpIUMCHEHNIO», «XpannTh 8
HEAOCTVIIOM s AcTel Mecien), Sorotinl W HEIagine
APCANPHATHE, OCYIHCCTRARIOWA O YORKOBKY Hpenppaia B
P® {AO «OPTAT»); ero aapee, renedon v duke; aororan
i HEIsaHHe Kounamt-auctputiniotopa 8 PO (AO «P-
Guprn), ce wipee, Tenedon 1 QuKe, YCIOBKR OTUYCKE ¥3
QITICK, AUTY HPONIROACTSA, HOMED CCpit (HOMED COpHH
HPOMIBQMMTEAR  JONOAHACTCR  LpPOBLIM  KDADM,
HPHCBOCHELIM  YIUKOBIIHKDM), JUTY OKOHYONHE  CPOKA
FOANOCTH {rogest  Ze...),  wIpHx-K04, HOMED
PEFHCTPALHOINON YAOCTOBEPCHNA, BHYTPCHINE J0HOACKHE
KOJbL.
Honoandrenuio  na  nauky  Moker  Duwmh  isiecena
HHGOPAAUHA IR MONMTORMITYE TRIKCHHK ICKBPCTHCHHOID
RPCHapaTa o1 (IPoHIBOAHTLAN 40 KOUCHHOMD ﬁﬂfﬂfﬁl’if‘ﬁﬂl;

ﬂﬂ«»-‘”"‘mwwk.N Pidit | M{\llﬂ'}'ﬂpiﬂli‘"ﬂ ABHKEIIHR JCEKAPCTRCNHOID
s ",.;Epcua{sm 07T  pOIGROAHTEAR 10 KOHEUHono
# ) ryrpeburean.

gropunosumcpos.  LseT  nopumix  cooTRcTCTEYCT
UEBETY, XOTOPHMM BLIGCACHA A0IHPOBKD NPENApaTE na
JTHRETRE wipHi-TioGKKa 1 o neuke Ha kpyrool
PYKORTXE NOPILHK HMECTCR NOTOTHA a

C npyrofl cTOpONW  WNPHIETIOOHER  YRYDOpeH
HEKOHCHHEKOM 3 ByTiaKayHyKa,
JUMMHHPORSHIDTD (ITOPNOIHMEDOM,

| winpuu-nofuk noveuien & npolpavnsill 3nmumindt
naacTsiaccorutl KorTeRiep ¢ npykHoh.

| CTCPIILHAR WP Aa8 Winecxkusll nomewiena B
FEPMCTHYNO yRynapennui nnacTMaccostfl
KOITEHIEp ¢ KOHTPOAEM NEPBOTO BCKPRITHA.

| xowrypuas suelikosas ynasoskn, cogepxaugas |
wnpku-Toduk B | xouTellnep co crepunbioR nrioft
A wieekaell o Bmecte © spcrpyxnmel no
MCAHLMHCKOMY NPHMEHCHHIC ROMEWENT B NAMKY U
Kaprous ans norpedureasckedl Tapi.

C uensto KOHTPOIM HEPBOIG BCKPRITHR HOE NAYKY
HAKACCHAL CAMOKNCHIHECK CTHKEPR € AOIOTHIION
AQ «OPTATw.

Ha orexerke winpuu-niobuka nn pYeCKOM  SILIKC

YKRIANG,  TOPFOBOE  HRMMEHOBAHME npenapara”,
naKMeHoBatine achicTryiomero BCHICCTRR
(METORCHIBIRITHASHTIIHED Th-3N0ITHEH Gera),

NOTOTHN KOMNIHHK . ACKAPCTBEHIAN (hopm,
HOMED CCpHH, Auara WMAHHSE CPOKR TOAHOCTH
{roacn 1o...).

JIOIpOBKA npena;m@nptmawﬁm {MErima),

Ha xapromtoll nauke Hd pycCKOM WIWKE YKEIGHO:

TOprosoe HOHMCHOBORHC npcuapa’l‘a».
HAUMENOBAHHE RENCTRYIOIETD BCWCCTRD
{MCTOKCHIIONHITHICHTNHEOTL-"HIOITHH fera),

ACIHPORKE tpenspata B wopru-miolike (MM,
ackaperpenuan  dopma, cnocod  seeactns  («lna

BHYTPHESHHOIO W NOAKORHOMD  BEEACHHEN),
HEMMEHIOBAHHE B colepwanne  aelicTayiomero
seutecTes 8 1 wnpun-miofiuke M nepeuens

BCHIOMOTETEALHGIX  BCIMCCTD, BXOARMHX 8 COCTOH
npenapatn,  «Crepuashon,  noammme  PHpsi,
seARiowelic  RIANCARUCN  DECHCTPALAOHHOND
yaoctopeperns, orpana (D Xodgdsmin-Jln  Pow
v Ulseituzapns), " HATBAINE QP

npouIsoauTenr  nekapereennofl  Qopmu, crpana
{Pows [ ke [w0X, [epmanns), norotin
KOMIHEHIH . KDAHHECTHO IUNPHI-TIO0RKOS |
Wi B lakoske, VETOBMA XPalieH,

APEAVAPEAHTEALHUE H HHPOPMAMHOBRILC HAAMHCH
{«Crocel  npuMencius, A03W M Mepu

HPEAOCTOPORHOCTH CMOTRH  WHCTPYKUHKY DO
HpHRMEHEHHIO D, uXpmnm. B HEADCTYNHOM LN Jereft

MECTER), NOTOTHN W HAIBAHME  [PSHLOPHATHS,
ocyuecTeAiomero ynakosxy npenapara s PO (AQ |
«OPTAT»), ero papee, tenedon H dake; neroTun o
naangitke Kosai-anctpuGuiotopa 8 PO (AQ «P-
Dapun), cc uapec, Tenedon B OKC, YOROBHA
OTNYCKA HI QITCK, JOTR NPOUIBOACTEA, HOMED CopHl
{HOMED CEPHH NIPORIBOINTENR HONOMICH HRGPOBRIA
KOOOM,  OPHCROCHHMM  YOAKOBUIMKOM), Aot
OKONHMUNME CPOKD TOAHOCTH (FOICH 80...), WTPHX-
KOL, HOMEP PerHCIpauMoliory  YnocTOBEPElHA.,
BHYTPCHIBE JER0ACKIE KO

Jononnurensno Ha nauxy nuiecens  MadopMaiis

171016, wam. Nel-2

Havanuunk o11e1a xonTpons kadecrsa

amouenne: Hpenapar an:;;p;% pacreop A8 auywps’nusﬁr;ﬁ’:ﬁﬁmﬁé{o BBEICHHSA lw_n;‘wr{iﬁ&:.»é:irmnpuu-
Twbnuk cepua HU592/01/2, voaxosanuuiii AQ «OPTAT»
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